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1.0   PURPOSE/SCOPE
To ensure all new or modified critical equipment, (including movement of non-portable items), new or modified critical processes and critical materials are validated and that specified results are achieved. Any changes to a process, equipment or material, implementation of new equipment, material or processes, should be managed via the Change Control Process and the appropriate documentation completed as per the Change Control procedure. Validation activities can be triggered by the Change Control, Non-conformance or the Continuous Improvement processes.

Process validation should be completed prior to the release of the therapeutic product (prospective validation). In exceptional circumstances, where this is not possible, it will be necessary to validate processes during routine processing (concurrent validation). Processes in use for some time should also be validated (retrospective validation). Facilities, systems and equipment to be used should be qualified and quality control testing methods should be validated. 
The responsibility for validation of equipment or processes, where the equipment or process used is owned and maintained by a third party, lies with the third party. Reference to the relevant procedures will be made in this procedure.
2.0    REFERENCES / DOCUMENTS
Insert list of referenced documents here
3.0   DEFINITIONS

Insert list of referenced terms and acronyms here

4.0   RESPONSIBILITIES

Quality Nominee (QN)
· Maintaining the Validation database, Equipment Register and Material Register 

· Register & allocation of equipment and material specifications, validation protocols and validation reports.
· Review & evaluation of results of validation studies

· Approving equipment and Material specifications  

· Approving validation protocols and reports

Reviewer

· Reviewing the documented activity and any raw data for content, clarity and correctness and forwarding feedback.
All Staff

Ensuring that:

·  all new critical equipment and critical materials are purchased (or obtained on loan or lease arrangement) to an approved specification.

·  all significant changes to processes or equipment are managed via the Change Control process.
5.0    EQUIPMENT AND MATERIALS


N/A
6.0   PROCEDURE

6.1 The QN must;

6.1.1 Allocate a  validation number from the Validation Log

6.1.2 Generate and forward the validation protocol to the appropriate individual(s) for review.  

6.1.3 Once reviewed, the validation protocol must be forwarded to the QN for approval.  The QN must then update the validation log with the approval date.

NOTE: Validation Protocols must be approved prior to proceeding with validation activities. 

6.2 The person(s) performing the validation activity must

6.2.1 Perform the validation activity according to the approved protocol and implementation plan.
6.2.1.1 It is not always possible to complete the implementation plan at the time of validation approval, for instance, when staff training in a procedure is required. Process change management may occur in parallel with validation activities once pre-implementation approval for the change has been given.
6.2.2 Minor changes to the Protocol may be incorporated provided they are documented in the final report along with a justification for the change. 
6.2.3 If major changes are required consult with the QN to see if the protocol must be redrafted and reauthorised.
6.2.4 Any deviations must be handled as per the Non Conformance procedure.
6.2.5 Once the validation activity is completed, use the Validation Report template to complete the Validation report. 
6.2.6 Include all results, discussion and conclusions in the Validation Report as well as any supporting raw data (eg sketch plan, graphs and temperature printouts) or documentation as appendices. 
6.2.6.1 Forward the validation report to the appropriate individual(s) for review 
6.3 Once reviewed, the validation report is forwarded to the QN who must

6.3.1
Authorise the validation protocol if all acceptance conditions have been met and all 


deviations approved. The signed hard copy is filed. The QN must then update the validation 

database with the authorisation date.
NOTE: It is only when the validation report has been authorised, that the equipment, Material or process can be used.
7.0    CHANGE SUMMARY

	  


8.0     DOCUMENT END

SOP-xxx-yyy


Page 1 of 3
          
   Prepared by:

Version:                                                                                                   

   Checked by:

Date Effective:


Update Sept 2019
    
   Authorised by:
3
SOP-xxx-yyy
Page 2 of 3
Version:


